This study protocol addresses a very important topic, how to improve the participation of EP infants with motor impairments. The authors have developed a novel type of intervention they want to evaluate regarding the feasibility before starting a randomized controlled trial. This information may provide very useful insights and is therefore an important phase for intervention development and the design of the RCT.
GENERAL COMMENTS
This study protocol addresses a very important topic, how to improve the participation of EP infants with motor impairments. The authors have developed a novel type of intervention they want to evaluate regarding the feasibility before starting a randomized controlled trial. This information may provide very useful insights and is therefore an important phase for intervention development and the design of the RCT.
Abstract:
• The number of dance teachers to be recruited is missing, whereas this is described for the EP children.
Introduction:
• "To promote PA participation through a dance intervention for preschool age children born EP with motor impairment". It is unclear until you read the whole article that EP children will enrol in regular dance classes, with teachers who received additional training. This information should already be given in the introduction.
• Furthermore, preschool age is different for each country, so please add the age of the children.
• The last objective is the implementation fidelity of the dance intervention. The question is whether you can obtain insight in the fidelity of the intervention with this study design. It may be more appropriate to change your objective to: "to obtain insight in the feasibility of measuring the implementation fidelity".
Methods: -Implementation fidelity. Although authors state that observational tools (in general) have been found to be more accurate that selfreported measures, no reliability of their own observational checklist has been described.
-The intervention fidelity will be expressed as a percentage, but no cut-off value of sufficient fidelity has been stated. That makes is difficult to decide whether the fidelity was good or not. How do the authors plan to address this? -Unclear if families are included or children (with multiplets counting as one family or as separate children for whom data will be collected individually) -Recruitment procedure is unclear. Children are assessed at 2 years CA, but included at 3 years CA. Will there be an additional assessment to establish whether they still have motor impairments at age 3? -Will preterms with motor delays at age 2, not be referred to physical therapy? Can the authors provide more information about what the care as usual, between age 2 and 3, looks like? -Dance teacher training: "Use of appropriate modelling and feedback types and frequency will also be discussed" does this refer to general learning strategies, or are feedback types specifically for EP children encouraged? If so, from which feedback would Ep children profit most? -Is one training session not too little training for the dance teachers? Especially when their fidelity will be evaluated during the trial.
-"Children will be asked to rate their enjoyment after each class using a smiley face scale". Are data available from this assessment used in other interventions? How do the authors plan to interpret the data of this scale? -"Post-intervention, dance teachers will rate their own overall selfefficacy at the end of the program". Why is this only rated at the end? Is it not likely that the will change over the course of the program? -Methods of analysis. As baseline and post intervention assessments are scheduled, statistical tests to evaluate the differences over time will probably be performed, and maybe effect sizes calculated. Especially, if the information of this feasibility study is used for sample size calculations in a larger RCT. Now only descriptive data are reported.
-Public involvement: Were dance teachers involved in the development of the study or the intervention?
Discussion: -There may be a gender difference, girls liking dance classes better than boys? This aspect could be addressed in the discussion. who were born extremely preterm and/or at extremely low birthweight and are ambulatory but have motor impairments noted during assessment (Bayley III) at 2 years age. Dance PREEMIE consists of an 8-week community program with sessions once a week, which is led by dance teachers who will be trained by the primary author to accept and assist with motor learning in the preschool children with motor impairment. The study is funded and underway with recruitment occurring in 2019-2020. Appropriate approvals for the study of human participants are noted to be in place.
The study purpose is well supported by previous research indicating the need for early intervention in this population of children to improve motor skill, physical activity, and participation. The study is novel and fills a gap in knowledge in that the intervention is directed to improve physical activity in pre-school age children with motor impairment and occurs in the community setting delivered by community dance program instructors. Study on the Dance PREEMIE as a new intervention is appropriately focused on the feasibility of the intervention. The long-term goal is to ultimately examine the efficacy of the intervention given that the results of the feasibility study are promising.
Study objectives includes assessment of recruitment and retention capability, implementation fidelity and study acceptability. The study sample is to include 10 children and several dance programs and teachers within the Melbourne area. Methods to analyze each component are detailed with quantitative outcomes for recruitment and retention, dance teacher self-evaluation pre/post intervention training from the primary author, observations of interventions during the study recorded using a fidelity checklist, and family and dance teacher participant interviews with qualitative outcomes related to study acceptability (facilitators/barriers). Children will be asked to rate their enjoyment after each dance session using a smiley-face scale. Detailed supplementary files include the dance teacher participant training power-point, fidelity checklist, teacher questionnaire, and scripts for both dance teacher and parent interviews post study. Assessment of children will also be completed pre/post the dance intervention using the Movement Assessment Battery for Children, 2 nd Ed, the Pre-school Age Physical Activity questionnaire, and the Canadian Occupational Performance Measure. Strengths and limitations of the study are provided with the note that the study will not be sufficiently powered to detect changes in motor performance and/or participation.
The protocol is well written, considered scientifically credible, contains the detail required for replication, and is presented in an appropriate context. The design is judged to be ethically and procedurally sound.
Several minor editorial suggestions are noted below.
1) Line 71 in the study abstract, include the assessment of recruitment and retention so the sentence reads: The aim of the study is to assess the feasibility, including the recruitment and retention, acceptability, and fidelity….
2) Line 237-238 suggestion: Inclusion of approximate number of community dance program/teacher participants in the Melbourne area would assist in understanding the dance teacher study sample and requirements for possible replication in other communities.
3) Line 284: The dance program is noted to be 30-60 minutes in length, but in Figure 1 , the dosage (session length) is indicated as 30-45 minutes. These times should match. 4) Line 298: delete "at" so the sentence reads: Each dance class will be observed twice….
5) Line 315-321: Since pre/post assessments are being completed, it is assumed that the authors will examine these data. This analysis is not part of the stated objectives of the study and lack of power to detect change is noted, but inclusion of a sentence or two indicating the plan for use of these data is suggested. 6) Line 414: delete "is" so the sentence reads: As this study uses novel….
VERSION 1 -AUTHOR RESPONSE

Reviewer comment Reply
Corresponding changes (please note, line numbers are from trackchanged document.
Reviewer 1 suggestions/revisions
Abstract: The number of dance teachers to be recruited is missing, whereas this is described for the EP children.
The number of dance teachers required is difficult to predict. Some children may live in the same geographical area and attend the same dance class, likewise twins will only need one dance teacher as they will attend the same class. We have amended the abstract to read 'Up to 10 community-based dance teachers….' Abstract: Methods and analysis: lines 81 Introduction:
We thank the reviewer for the suggestion, the introduction has been amended to provide a clearer explanation of the dance intervention. The opening line of the final paragraph of the introduction now reads: 'The goal of Dance Preemie…is to promote PA participation for preschool age children born EP/ELBW with motor impairment through facilitating participation in community dance classes taught by teachers provided with physiotherapy-led training.
Introduction: paragraph 4: lines 144-46 Furthermore, preschool age is different for each country, so please add the age of the children.
The age of the participating children (3 years' corrected age) has been added to the objectives paragraph; 'The aim of this study is to determine the feasibility of a dance participation intervention for preschool age children (3 years' corrected age) born EP/ELBW with motor Introduction: objectives: line 158 impairment including recruitment feasibility, acceptability and implementation fidelity'. Pre-school age in Australia is defined as 3 to 6 years. The last objective is the implementation fidelity of the dance intervention. The question is whether you can obtain insight in the fidelity of the intervention with this study design. It may be more appropriate to change your objective to: "to obtain insight in the feasibility of measuring the implementation fidelity".
We have amended the 5 th objective as suggested. It now reads, '5: to obtain insight into the feasibility of measuring the implementation fidelity of the dance intervention.'
Introduction: objectives: lines 169-70
Methods: Implementation fidelity. Although authors state that observational tools (in general) have been found to be more accurate that self-reported measures, no reliability of their own observational checklist has been described.
We have amended the paragraph to clarify that reliability of our implementation fidelity checklist is unknown, and that no existing suitable checklist was available. Each item on the fidelity checklist is matched directly to a topic covered in the teacher training material.
Methods: Implementation fidelity: lines 319-325
The intervention fidelity will be expressed as a percentage, but no cut-off value of sufficient fidelity has been stated. That makes is difficult to decide whether the fidelity was good or not. How do the authors plan to address this? Implementation fidelity of >50% will be considered acceptable. This approach was used by the SKIPing study, which has similar methodology to our study.
Methods: Methods of analysis: lines 407-418
Unclear if families are included or children (with multiplets counting as one family or as separate children for whom data will be collected individually)
A sentence has been added to the end of the children born EP/ELBW and families paragraph to clarify this point; 'Data will be collected for each participating child with the exception of the semi-structured interview, where only one interview per family will be conducted to minimise burden to parents with multiple participating children'
Methods: Assessments: Children born EP/ELBW and families: lines 350-353
Recruitment procedure is unclear. Children are assessed at 2 years CA, but included at 3 years CA. Will there be an additional assessment to establish whether they still have motor impairments at age 3?
The recruitment structure is designed to fit within the current follow-up for EP/ELBW children. For this reason we have chosen to use motor skill outcomes from their 2 year assessment to establish eligibility. Children have a motor skills assessment as part of the pre-intervention assessment. Performing well on this assessment does not exclude the child from the study.
Methods: Recruitment: children born EP/ELBW: lines 221-226 and Informed consent: children born EP/ELBW: lines 231
Will preterms with motor delays at age 2, not be referred to physical therapy? Can the authors provide more information about what the care as usual, between age 2 and 3, looks like? Children with motor delays will have been referred to physiotherapy at age 2. The protocol has been amended to make clear that this intervention does not replace or preclude physio.
Informed consent: children born EP/ELBW: lines 237-240
Dance teacher training: "Use of appropriate modelling and feedback types and frequency will also be discussed" does this refer to general learning strategies, or are feedback types specifically for EP children encouraged? If so, from which feedback would Ep children profit most?
The dance teaching training paragraph has been amended to include more information about modelling and feedback. The following has been added; 'Use of appropriate modelling and feedback types and frequency suitable for children will also be discussed. It is anticipated that dance teachers will already use many of these strategies in their classrooms. Our training session is unique in that it aims to discuss these teaching strategies in the context of children born EP/ELBW who may have challenges with learning movements or maintaining attention compared with typically developing children. ' We will discuss strategies that are appropriate for children in general, and then discuss how these fit into the context of children born EP/ELBW (who may have difficulties with language, attention, motor skills etc. compared with typically developing children)
Methods: Dance teacher training: lines 285-289
Is one training session not too little training for the dance teachers? Especially when their fidelity will be evaluated during the trial.
One training session was chosen for pragmatic reasons and to minimize the burden on participating teachers. Data gathered through semi-structured interviews, teacher questionnaires and the implementation checklist will provide insight into whether this format was sufficient.
Methods: Dance teacher training: lines 295-96 "Children will be asked to rate their enjoyment after each class using a smiley face scale". Are data available from this assessment used in other interventions? How do the authors plan to interpret the data of this scale?
Previous studies (eg. Germain AM, Blackmore AM, Gibson N, Newell B, Williams SA. Effects of Adaptive Bungee Trampolining for Children With Cerebral Palsy: A Single-Subject Study. Pediatr Phys Ther. 2019(2):165) have used descriptive statistics to describe the level of enjoyment experienced by children. For example, the number of sessions in which children rated the intervention 5, very smiley face/fantastic would be described as a percentage. This paragraph has been amended to provide more information on the checklist. Methods: Dance classes: lines 309-312 "Post-intervention, dance teachers will rate their own overall self-efficacy at the end of the program". Why is this only rated at the end? Is it not likely that the will change over the course of the program? This is the same questionnaire completed by teachers pre and post training. The 'assessment: dance teachers' paragraph has been amended to make this clearer; 'Post-intervention, dance teachers will rate their own selfefficacy a third time (Supplementary material S3: Teacher questionnaire) at the end of the program' Methods: Assessment: dance teachers. lines 338-339
Methods of analysis. As baseline We have amended the methods of Methods: Methods of and post intervention assessments are scheduled, statistical tests to evaluate the differences over time will probably be performed, and maybe effect sizes calculated. Especially, if the information of this feasibility study is used for sample size calculations in a larger RCT. Now only descriptive data are reported.
analysis paragraph and added the following; 'For measures with two time points (eg. MABC-2 and COPM), mean of the score differences will be reported along with the SD of differences and the 95% CI. Linear regression, fitted with generalising estimating equations to account for twins, will assess changes in physical activity (Pre-PAQ) between pre and post-intervention, and postintervention and 3 months follow-up' analysis: lines 409-14
Public involvement: Were dance teachers involved in the development of the study or the intervention?
The patient and public involvement paragraph has been amended to include that dance teachers were not involved in the development of the study; 'There was no direct involvement of dance teachers, EP/EBLW individuals or their families in the development of the research question or feasibility study design'
Patient and public involvements: line 429
Discussion: -There may be a gender difference, girls liking dance classes better than boys? This aspect could be addressed in the discussion.
This study is not powered to look at differences between sexes. This study is open to, and suitable for, both boys and girls and the study design enables the recruitment of dance school that teach a range of different styles.
No changes made
Reviewer 2 comments 1) Line 71 in the study abstract, include the assessment of recruitment and retention so the sentence reads: The aim of the study is to assess the feasibility, including the recruitment and retention, acceptability, and fidelity….
Abstract amended so that final sentence reads; 'The aim of this study is to assess the feasibility, including the recruitment and retention, acceptability and fidelity, of a preschool dance participation intervention for children born EP/EBLW with motor impairment called Dance Preemie (Dance PaRticipation intervention for Extremely prEterm children with Motor Impairment at prEschool age).'
Abstract: Introduction: lines 74-75
Amended to include 8-10 as predicted number of dance teachers. The following sentence has been added; 'Due to Melbourne's large geographical area, we estimate 8-10 dance teachers will be recruited to enable dance class to be within an acceptable distance for the participating families' Methods and analysis: recruitment: dance teachers lines 257-9
3) Line 284: The dance program is noted to be 30-60 minutes in length, but in Figure 1 , the dosage (session length) is indicated as 30-45 minutes. These times should match.
Figure amended to reflect protocol. Figure 1 4) Line 298: delete "at" so the sentence reads: Each dance This sentence now reads; 'Each dance class will be observed twice throughout Methods and analysis:
class will be observed twice…. the intervention to ensure key components discussed in the education session are implemented during classes' Implementation fidelity: lines 325 5) Line 315-321: Since pre/post assessments are being completed, it is assumed that the authors will examine these data. This analysis is not part of the stated objectives of the study and lack of power to detect change is noted, but inclusion of a sentence or two indicating the plan for use of these data is suggested.
Thank you for this suggestion. Please see previous comment on data analysis from reviewer 1.
Methods and analysis: Methods of analysis: lines 409-18 6) Line 414: delete "is" so the sentence reads: As this study uses novel….
Amended. This sentence now reads; 'As this study uses novel intervention design, a feasibility study is warranted to ensure that the study process is both possible and acceptable before moving on to an RCT'
Dicussion: lines 455 
